
Study Title: 

Sponsor: 

IND Number: 
EudraCT Number: 
Clinical Trials.gov 
Identifier: 

Indication: 

Protocol ID: 

Gilead Clinical 
Program Manager: 

Gilead Medical 
Monitor: 

Protocol Version/Date: 

(r'J GILEAU 
CLINICAL STUDY PROTOCOL 

A Phase 2, Randomized, Double-Blind, Placebo Controlled Study 
Evaluating the Safety, Tolerability, and Efficacy ofGS-9674 in 
Subjects with Primruy Sclerosing Cholangitis Without Cinhosis 

Gilead Sciences, Inc. 
333 Lakeside D1i.ve 
Foster City, CA 94404 
U.S.A. 

131031 
2016-00244 2-23 
Not Available 

Pli.mruy Sclerosing Cholangitis (PSC) 

GS-US-428-4025 

Name: 
Telephone: 
Email: 

Name: 
Telephone: 
Fax: 
Email: 

01i.ginal: 

PPD 
1-'1-'U 
1-'1-'U 

~~gphen Djedjos, M.D. 

rl-'u 
29 June 2016 

CONFIDENTIALITY STATEMENT 

The infonnation contained in this document, prui:iculru·ly unpublished data, is the property or 
under control of Gilead Sciences, Inc., and is provided to you in confidence as an investigator, 
potential investigator, or consultant, for review by you, yom staff, and an applicable Institutional 
Review Boru·d or Independent Ethics Committee. The inf01mation is only to be used by you in 
connection with authorized clinical studies of the investigational drug described in the protocol. 
You will not disclose any of the inf01mation to others without w1i.tten authorization from 
Gilead Sciences, Inc., except to the extent necessruy to obtain infonned consent from those 
persons to whom the dmg may be administered. 
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c After completing 12 weeks of treatment in the Blinded Study Phase, subjects will return for the follow-up visit 4 weeks post the last dose of the study drug and at that time 
they can begin their OLE Phase. Follow-up visit for Blinded Study Phase and Baseline/Day 1 OLE visit can occur on the same day if convenient. If OLE Baseline/Day 1 and 
Blinded study follow-Up visit is on the same day subjects should only complete OLE Baseline /Day 1 assessments. 

d Follow-up visit should be completed during the Blinded Study Phase as well as the OLE Phase. 
e Subjects must be in a fasted state for at least 8 hours prior to blood collection. 
f Obtain written informed consent before initiation of any screening procedure. 
g QoL questionnaires and Pruritus assessments should be completed prior to any study procedures being performed and prior to the subject seeing a health care provider. Refer 

to the Study Reference Binder for guidance on QoL questionnaire administration. 
h Complete PE at screening and symptom-directed PE for other visits. The focus of a symptom-driven physical examination will be determined by the investigator based on 

subject complaint. 
Vital signs include blood pressure, heart rate, respiration rate, and body temperature. 
Height should be collected at Screening and Baseline/Day 1 only. Weight should be collected at all visits. Refer to the Study Reference Binder for specific instructions on 
how weight should be measured. 

k Blood chemistry will include: alanine aminotransferase (ALT), aspartate aminotransferase (AST), albumin, alkaline phosphatase, bicarbonate, blood urea nitrogen (BUN), 
calcium, chloride, creatinine, glucose, lactate dehydrogenase (LDH), magnesium, phosphorus, potassium, sodium, total and direct bilirubin, total protein, uric acid, gamma­
glutamyl transferase (GGT). Also includes C-Peptide, insulin and hemoglobin A1C (HbA1c) for the Baseline/Day 1, and Week 12 visits. 
Hematology will include: complete blood cell count with differential (red blood cells, white blood cells, platelets, and hematocrit). 

m Coagulation Panel includes: PT, PTT, and INR. 
n Biomarker analyses include, but are not limited to, the tests listed in Section 6.12.1 . Some of the blood collected for biomarkers may be stored for future testing. 
o PD sampling only at Baseline/Day 1. 
p Females of childbearing potential only (see Appendix 4). Serum pregnancy tests at Screening. Urine pregnancy test at all other visits, except Week 2 and 8. 
q OnlY..!!_quired for some female subjects- see AP£"'e•n.-di.,·x;..4.;.;. _______________________________ ---. 
rro -
s 1s not available at a site the test may be 

Drug screen for amphetamines, cocaine, and opiates (ie, heroin, morphine). 
u Urine Biomarker sample collection at OLE Baseline/Day 1, Weeks 24, 48, 72 and 96 only. 
v Stool sample collection only at OLE Baseline/Day 1, Week 48 and Week 96 visit. 
PD 

x Stuay aiUg Will be ass1gnea via ffie IWRS system every 4 weeks from Baseline/Day 1 through Week 8 in Blind Study Phase and OLE Baseline/Bay 1 and every 12 weeks 
thereafter in the OLE Phase. 

y Subjects to self-administer the study drug at the investigative site at the conclusion of the Baseline/Day 1 and Week 12 visit. 
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